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WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 
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DETAILED ACTION 

Examiner acknowledges receipt of request for reconsideration, declaration under 37 CFR 
1.132, terminal disclaimer and remarks, all filed 04/12/05. Claims 1-7 are pending. 

Claim Rejections - 35 USC § 103 

1 . Claims 1-7 remain rejected under 35 U.S.C. 103(a) as being unpatentable over Cleland et 
al. (US 5,643,605). 

Applicants argue that: 

a) Cleland does not disclose or suggest biodegradable polymeric system whose 
microclimate is maintained during biodegradation at a pH of greater than 3. 

b) Cleland does not disclose adding from about 10% to 30% (w/w) of a pore forming 
agent to PLGA to form a solution comprising pore forming agent and polymer and also 
that Cleland does not teach or suggest the use of poloxamer at a level of 10% to 30% 
(w/w) as a pore forming agent. 

c) Cleland does not disclose or suggest the unexpected result of maintaining the 
microclimate at above pH 3 during biodegradation obtained by the addition of 10% to 
30% pore forming agent (the declaration by Schwendeman is referenced). 

2. Applicant's arguments filed 04/12/05 have been fully considered but they are not 
persuasive. 

Cleland discloses biodegradable polymer. Cleland discloses PLGA microspheres for 
encapsulating adjuvants and Cleland incorporates preservatives, buffer or buffers, multiple 
excipients such as polyethylene glycol (PEG), mannitol and poloxamer non-ionic surfactants; 
0.1% (w/v) to 30% (w/v) is the amount of non-ionic surfactant effective to provide stable, 
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aqueous formulations (column 9, lines 24-34). Thus Cleland suggests the use of PEG or 
poloxamer in amounts of 0.1% to 30% to maintain the stability of the formulation. If this is not 
sufficient and convincing suggestion by Cleland, it is noted that the person of ordinary skill in 
the art would know how to use the appropriate amounts of the PEG or poloxamer, pore forming 
agents, with respect to the PLGA to arrive at a desired pH. Moreover, Cleland 5 s polymer is 
maintained at a pH of between 5-8 and at a preferred pH of 6.5-7.5, which is greater that pH 3. 
Since the PEG and the PLGA are in intimate association at a pH of 5-8, it would not just be the 
pH is only affecting the external environment of the polymer, but the polymer formulation is 
bathed in a solution at pH of 5-8 where the molecules of the PLGA and PEG or poloxamer are 
exposed to that pH. Cleland specifically refers to the PEG, mannitol, trehalose, non-ionic 
surfactants as excipients (column 9, lines 25-30). 1% to 30% pore- forming agent is added to the 
PLGA in Cleland and the pH is maintained at between 5 and 8 and this pH also is in the 
microclimate of the PLG A/PEG. Since the pH of the polymer is greater than 3, the relevance of 
an unexpected result of maintaining the pH of the microclimate of the polymer/PEG in the 
instant claims appears not to be unexpected. It is also noted that the claimed invention does not 
exclude the buffers disclosed by the prior art and the comprising language is open. 
Declaration 1.132: 

The instant claims do not recite antacids or other basic additives and whether the buffers 
of Cleland are weak bases or weak acids, the important disclosure is that the pH is maintained at 
pH 5-8. While the amount of PEG added to the PLGA is 100: 1 to 1 : 100, allowing for maximum 
solubility of the polypeptide as declared by applicants, it is noted that ratio of 10:90 to 30:70 for 
PEG : Polymer referred to by Dr. Schwendeman is not claims and while the claims are read in 
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light of the specification, limitations from the specification are not read into the claims. The 
features upon which applicant relies in the declaration (i.e., 10 : 90 to about 30 : 70 for the PEG 
: Polymer) are not recited in the rejected claim(s). Although the claims are interpreted in light of 
the specification, limitations from the specification are not read into the claims. See In re Van 
Geuns, 988 F.2d 1181, 26 USPQ2d 1057 (Fed. Cir. 1993). 

The rejection is maintained above. Applicants are further reminded that using Markush 
language to recite the pore forming agents from claims 3-6 in the generic claim and identifying 
the solvent used to dissolve the polymer may help with the prosecution of the application. The 
specific solvents disclosed and contemplated may be recited using a Markush. 

3. The specification has not been checked to the extent necessary to determine the presence 
of all possible minor errors. Applicants' cooperation is requested in correcting any errors of 
which applicants may become aware in the specification. 

4. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Blessing M. Fubara whose telephone number is (571) 272-0594. 
The examiner can normally be reached on 7 a.m. to 3:30 p.m. (Monday to Friday). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman K. Page can be reached on (571) 272-0602. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 




'Blessing Fubara 
Patent Examiner 
Tech. Center 1600 
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